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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS. 
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Status 

1 Responsive to communication(s) filed on 06 November 2006 . 
2a)l3 This action is FINAL. 2b)n This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 , 453 O.G. 21 3. 

Disposition of Claims 

4) 13 Claim(s) 1-29 is/are pending in the application. 

4a) Of the above claim(s) 23-28 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) M Claim(s) 1-22 and 29 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim{s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 
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application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 



1 . The text of those sections of Title 35, U.S. Code not included in this action can 
be found in the prior Office Action. 

2. Applicant's written request for an Interview Is acknowledged, however the 
Examiner did not become aware of the request until two days before the response to 
Applicant' arguments was due. Should any questions arise. Applicant is invited to 
contact the Examiner. 

Claims 23-28 have been withdrawn. Claim 18 has been amended. 
Claims 1-22 and 29 are under examination. 

Response to Arguments 
Drawings 

3. The objection to the drawing for containing sequence listings Is withdrawn in 
response to Applicant's arguments filed on 1 1/06/2006. 

Priority 

4. It Is noted that certified translations of the foreign priority document and of the 
provisional application 60/281,923 have not been provided. 



Double Patenting 
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5. Claims 1-22 and 29 remain provisionally rejected under 35 U.S.C. 101 as 
claiming the same invention as that of claims 1-22 and 29 of the copending Application 
No. 10/714,781 , for the reasons of record set forth in the prior Office action. 

Applicant has requested that the rejection set forth by the Examiner be held in 
abeyance. The Applicants' comments are acknowledged, however the rejection will be 
maintained. 

6. Claims 1-9, 11-14, 16-19, and 29 remain provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claims 21- 
27 of the copending Application No. 10/676,502. 

Applicant has requested that the obvious-type double patenting rejections set 
forth by the Examiner be held in abeyance. The Applicant's comments are 
acknowledged, however the rejection will be maintained until a Terminal Disclaimer is 
filed or claims are amended to obviate the rejection 

7. The objection to claims 7 and 1 7 as being substantial duplicates of claims 8 and 
18 respectively is withdrawn in response to Applicant's arguments (claims 7 and 8) and 
amendments to claim 1 8, filed on 1 1/06/2006. 

Claim Rejections - 35 USC § 112, 2"" paragraph 

8. The rejection of claim 1 9 for not having sufficient antecedent basis for the 
limitation of "adjuvant" in claim 18 from which claim 19 is dependent, is withdrawn in 
response to Applicant's amendment to claim 18, filed on 1 1/06/2006. 
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Claim Rejections - 35 USC § 103 

9. Claims 1-11,16-18 and 22 remain rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Paoletti (Proc Natl Acad Sci USA, 1996, 93: 1 1349-11353), in view of 
both Goverdhan et al. (Acta Virol, 1992, 36: 277-283) and Ostlund et al. (Vet Clin North 
Am Equine Pract, 2000, 16: 427-44, Abstract), as evidenced by Paoletti et al. (US 
Patent No. 5,756,103) for the reasons of record set forth in the prior Office action. 

Claims 1-12. 16-18, and 22 and 29 remain rejected under 35 U.S.C. 103(a) as 
being unpatentable over Paoletti taken Goverdhan et al. and Ostlund et al., as applied 
to claims 1-11, 16-18, and 22 above, in further view of both Stocks et al. (J Virol, 1998, 
72: 2141-2149) and Chang et al. (J Virol, 2000, 74: 4244-4252), for the reasons of 
record set forth in the prior Office action. 

Claims 1-11, 13, 14, 16-20, and 22 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Paoletti taken Goverdhan et al. and Ostlund et al., as applied to 
claims 1-11, 16-18, and above, in further view of Mumford etal. (Epidemiol Infect, 1994, 
112: 421-437, Abstract), for the reasons of record set forth in the prior Office action. 

Claims 1-11,15-18, and 22 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Paoletti taken Goverdhan et al. and Ostlund et al., as applied to 
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claims 1-11, 16-18, and 22 above, in further view of Varga et al. (Veterinary Microbiol. 
1997, 56: 205-212), for the reasons of record set forth in the prior Office action. 

Claims 1-11, 16-18, 21, and 22 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Paoletti taken Goverdhan et al. and Ostlund et al., as applied to 
claims 1-11, 16-18, and 22 above, in further view of Ruitengerg et al. (Vaccine, 2000, 
1 8: 1 367-1 373), for the reasons of record set forth in the prior Office action. 

Applicant's arguments filed 11/06/2006 have been fully considered but they are 
not persuasive. 

Applicant traversed the instant rejections on the grounds that (i) none of the 
references cited by the Examiner, either individually or in combination, provide any 
teaching or suggestion of the present invention, and (11) none of the cited references 
provides any motivation to combine or expectation of success. Applicant argues that 
Paoletti teaches the vaccination of pigs and not horses, which are the subject of present 
application and therefore, the Office has to rely on Ostlund et al. for the motivation to 
develop a vaccine for horses. Applicant submits that one of skill In the art would not 
have the motivation to combine the cited references because one would not necessarily 
extrapolate from pigs to horses. Applicant continues arguing that one of skill in the art 
would have no motivation to combine the JEV composition of Paoletti with the WNV 
vaccine of Goverdham et al. because: (1) Goverdham et al. teach a killed virus vaccine 
that is different from the viral vector of the claimed invention and therefore one of skill in 
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the art would have no motivation to prepare a viral vector vaccine based on the results 
obtained with a killed virus, and (ii) the WNV vaccine of Goverdham et al. is significantly 
less protective than the JEV vaccine and therefore, upon reviewing these results, one of 
skill in the art would have no motivation to select the WNV for the development of a 
vaccine. For these reasons. Applicant submits that the combined references do not 
teach or suggest the present invention, nor do they provide the motivation to combine. 
Additionally, Applicant states that the present invention provides surprising and 
unexpected results that enjoy real world success, i.e., Application No. 10/714,781, 
which is a continuationOin-part of the present application, provides Example 32, wherein 
one dose of the vaccine is efficient to protect horses from challenge with WNV. 
Therefore, Applicant requests the withdrawal of the rejection. 

Applicants' arguments are acknowledged, however, the arguments are not found 
persuasive for the following reasons. Applicant argues that one of skill in the art would 
not necessarilly extrapolate from pigs to horses and therefore will not be motivated to 
combine the teachings of Paoletti and Ostlund et al. However, Applicant provided no 
evidence that the results of Paoletti cannot be extrapolated, to horses or that one of skill 
in the art would not know how to do this. Similarly, Applicant argues that since 
Goverdham et al. teach a killed virus vaccine that is different from the viral vector of the 
claimed Invention and therefore one of skill in the art would have no motivation to 
prepare a viral vector vaccine based on the results obtained with a killed virus. Again, 
Applicant provided no evidence to support this argument. The following is a citation 
from MPEP: 
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21 45 [R-3] Consideration of Applicant's Rebuttal Arguments 

I. ARGUMENT DOES NOT REPLACE EVIDENCE WHERE EVIDENCE IS 
NECESSARY 

Attorney argument is not evidence unless it is an admission, in which case, an examiner 
may use the admission in making a rejection. See MPEP § 2129 and § 2144.03 for a 
discussion of admissions as prior art. 

The arguments of counsel cannot take the place of evidence in the record. In re 
SchuIze, 346 F.2d 600, 602, 145 USPQ 716, 718 (CCPA 1965); In re Geisler, 116 F.3d 
1465, 43 USPQ2d 1 362 (Fed. Cir. 1997) ("An assertion of what seems to follow from 
common experience Is just attorney argument and not the kind of factual evidence that 
is required to rebut a prima facie case of obviousness."). See MPEP § 716.01(c) for 
examples of attorney statements which are not evidence and which must be supported 
by an appropriate affidavit or declaration. 

The argument that one of skill in the art would have no motivation to combine the 

teachings of Paoletti and Goverdham et al. is not found persuasive for the following 

reasons. Paoletti clearly teaches a method of inducing an immune response against 

JEV by using ALVAC encoding for the JEV polyprotein prM/M, E. Goverdham et al. 

teach that immunization with killed JEV protects animals against WNV, since all animals 

immunized with killed JEV are protected against challenge by WNV. Goverdham et al. 

also teach that in the case of animals Immunized with WNV, some were protected 

against challenge by JEV and some were developed mild symptoms of encephalitis 

upon JEV challenge (i.e., vaccination resulted in a reduction of the severity of the 

disease caused by JEV infection). This result only proves that immunization with WNV 

does not, in some cases, offer protection against JEV. The results only demonstrate 

that the WNV vaccine was less protective against JEV infection; they do not 

demonstrate that vaccination with WNV does not protect animals against challenge with 
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WNV. It is noted that tlie subject matter of the instant invention is WNV and not JEV. 
Therefore, based on these results, one of skill in the art would not conclude that WNV 
cannot be selected to be utilized in the development of a vaccine, as Applicant argues. 
However, one of skill in the art would definitely conclude that JEV could be used to offer 
protection against WNV. Since Paoletti teaches that the use of killed viral vaccines is 
associated with inherent risks and that this can be avoided by using recombinant viral 
vectors (I.e., NYVAC and ALVAC), and not the killed viral particles, as vaccines 
(p.1 1351, column 2, p. 11352, column 1), one of skill in the art would have been 
motivated to use the NYVAC or ALVAC vectors of Paoletti, wherein the vectors encode 
for the prM/M, E polyprotein, to avoid the toxicity associated with the killed viral 
vaccines. Additionally, one of skill in the art would have been motivated to modify the 
vaccine of Paoletti by replacing the JEV prM/M, E polyprotein with the WNV prM/M, E 
polyprotein to obtain a more potent vaccine against the genuine WNV protein. For the 
reasons above, the claimed invention was prima facie obvious at the time the invention 
was made. 

The argument that the present invention provides a surprising and unexpected 
result is not found persuasive because, the argument of a real world success. Applicant 
does not provide any evidence that this is indeed so. Real world success does not 
equate a surprising and unexpected result. Moreover, it is not clear why the result 
provided in the Example 32 of the child Application No. 10/714,781 is surprising and 
unexpected and why an identical vaccine taught by the combined art cited above would 
not behave similarly. 
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Thus, the rejections are maintained. 

Conclusion 

10. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to lleana Popa whose telephone number is 571-272-5546. 
The examiner can normally be reached on 9:00 am-5:30 .pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Woitach can be reached on 571-272-0739. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from tlie 
Patent Application Infomriation Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status Infomriation for unpublished applications is available through Private PAIR only. 
For more infonnation about the PAIR system, see http://pair-dlrect.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Ileana Popa, PhD 




